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To NCIC OPFT/DCIUSERPA/USENERA, Rk Cham/DCAUSERAUISEDERA
oo Richard HefterDCUSEPA/UISIRERA, STEPHEN LONGACREEime. com

Subject  HPY Challenge Program, AR301 - Registration Number;

FMC Corporation actively supports the EPA HPY Challenge Program, AR-201. Atizched is FAMC's regpomse 1o the
EPA comments posted on fuly 1%, 3002 regarding our December 28, X1 submisgion to the RTE HFY Challenge
Program of the tesn plan and robust sammanes for the single chemical:

Cyclopropanccarboxylic acid, 202, 2-dichieroethenyi)-2,2-dmethyi-, methyl esier - CAS No, 618555-95-1

The atizched files inclode FMO's Besponse 1o ERA comemsents, o Revised Tesi Man aod Bevised Robust Sunamanes.
Revisions made {0 Sl tedt plan and robast sumfssics appear i red.

Please contact me i you have comments or qoestions regarding FMO's submiissson,
Sincerely,

Malalic Rutherford

Manager, Global Regulatony AfTairs

FMC Corporation
1-213-200.6680

- MDWVE-RavTestPlan doc
- MDVE Comments.doc
- MODVE-RevSummarias.doc



FMC Response to EFA Comments on the CYCLOPROPANECARBOXYLIC ACID, 3(2,2-
DICHLOROETHENYL)-2.2-DIMETHYL -, METHYL ESTER Test Plan

EPA agreas with the submitter's proposal to conduct a partition coafficlent test. Adequate existing data are
available for the other endpaoints.

EPA agreas with the submiller's proposal 1o conduct a bicdegradation lest. Adequate exisling data are
avaitable for the other endpoints. However, the submitter needs to provide the in-pul values for the fugacity
calculation.

EMC Response

The robust summary has baen revised to include all inpul valuas for the fugacity calculation. The only user
input in tha modal is the structure of the molecwle. All ofhar inpul values are calculated by EPFWIN, An
axplanation of the fugadty modal used in EFEWIN has also bean added to the robust summary for
refarence.

Health Effects

EPA Comment

The submitter proposes to conduct a developmental toxicity study (deferred uniil 2003) and an in vitro
chromosomal abaralion assay. Adequate data are available for the acute and genatic (bacterial) toxicity
emndpoints. The submitter notes thal neither repeated dose toxicty nor reproductive taxicity data are needed
because Methyl DVEster is a “dosed system intermediate” as defined by EPA for the HPV Challenge
Program.,

Reproduclive and Repeal Dose Toxicily
The Guidance for Testing Clesed Systam Intermediates for the Challenge Program

hitpeihwenw epa govichemrik/ouidocs him allows for a reduced testing proposal provided certain critaria are
met, The information required to judge a “closed system intermediate” claim must address the following:

|. Site informaBon.
A Number of sites.



E. Basis for "closed process”™ conclusion at each site.
1) Process description.
2} Moniloning data showing no detection.
31 In the absence of moniloring data, the basis for balieving that releases do not accur,
. Data on “presence in distibuted products.”
Il. nformation on transport (mode, volume, controls, elc.)
I, A data search showing thal tha chamical is not présent in othar endproducts.

EPA balieves that the submitter has generally addressed the criteria described above. Howewver, EPA
requests clarfication on a number of points, The submitter indicates that Mathyl DVEster is used on site to
manufacture other substances. However, it is nof clear if the manitoring information also pertains to those
activiies. The submitter indicates that the average concenfration in the wastewater siream is 678 ppm. It
is not clear from the description if this concantration is in the wastewalar stream sonl to the on-sita carbon
bed freatment facility or the wastewater stream sent to the POTW after carbon bed freatment. The
submitter supplied a process diagram for the one off-site facility processing the substance operated by
Synganta Crop Protaction, Inc. In the test plan the off-site facility is idenbfied as a Zeneca fadlity. Tha
submitter has confirmed hey are one in the samea, Consequently, provided the submilter addrasses the
above points to satisfy the standards for mesting the “closed system intermediate” claim, repeat dose and
reproductive toxicity tests do not need to be conducted.

EMC Response

1. Tha wastewater monitoring and industrial lygiena data presented in the previously submitled closad
systam intermadiate documentation ara for the Methd DVEster manufactuning location onty.

Methd DVEster is consumed as a reactant when used to manufacture other substances, therefore, the
ofher on-site manufactuning locations only manitor for bow level qm;:q.u'i&as ir tha final pr::u:lucts Thesa low
feved mpunties have been previously described in the Presence 5 iz 3 =
Products seclion of the cdosed system intermediate documentation,

2. The average concentration of Methwl DWVEster in the wastewater siream prior 1o on-site carbon bed
freatment is 678 ppm. Sampling for Methyl DVEster after carbon bed treatment is not required as part of
thia permit to discharge (o the POTW, however, lower concenirations would be expected after freaimeant.

Adequate existing dala are available for these endpoints. However, the robust summary for algae indicates
that there are 9G-hour data avadlable and these data nead to be submitted.

FMC Response
The robust summary for algae has been revised to include the S8-hour data.

FMC Response to EPA Comments on the CYCLOPROPANECARBOXYLIC ACID, 3{2,2-
DICHLOROETHENYL)-2,2-DIMETHYL -, METHYL ESTER Robust Summaries



Transportigisinbution.  The submilier neads 1o provide the in-pul values for tha fugacity calculation.

EMC Response
The robust simmary has bean revised 1o include all inpul values Tor the fugacity calculation, The only user
input in the model is the structure of the molecule. All other input values are calculated by EPFWIN. An

axplanation of the fugacity model used in EFEWIN has also been added to the robust summary for
rederence.

Ecological Effects (fish, daphnid, and algal toxicity).
EPA Comment

Algae. In addiion to the 120-hour data the 98-hour data should also be reported for comparison punposes
with other studias.

EMC Response

The robust summary fior algae has been revised 1o include the 98-hour data,



